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DETAILED ACTION 

This is the fourth Office Action based on the 10/755,985 application filed on 1/13/2004. 
Claims 18-26, 49, and 52-54, as amended on 9/02/2008, are currently pending and 
have been considered below. 

Response to Arguments 

1 . Applicant's arguments, see page 6, filed 9/02/2008, with respect to the figures 
have been fully considered and are persuasive. The objection of the drawings has been 
withdrawn. The rejection under 35 USC 112 has also been withdrawn. 

2. Applicant's arguments with respect to claim 18 have been fully considered but 
they are not persuasive. 

3. Applicant's arguments with respect to claim 49 have been fully considered and 
are persuasive. The rejection of claims 49 and 51-54 has been withdrawn. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 



Application/Control Number: 10/755,985 Page 3 

Art Unit: 3763 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claims 1 8-26 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 

U.S. Patent No. 4,1 39,397 to Tucker et al. in view of U.S. Patent No. 5,700,245 to 

Sancoff et al. 

Tucker discloses a method of operating an implantable infusion drug pump, 
including delivering to a treatment area a basal flow dosage of the pharmaceutical fluid 
from a constant flow pump (column 2, lines 16-21), which does not comprise an 
electrical motor or electrical power supply (column 2, lines 34-35); providing a 
temporary bolus infusion rate in response to patient manipulation (either manually or 
magnetically) of an actuator of the implantable infusion drug pump (column 2, lines 22- 
34), wherein the bolus infusion rate is provided simultaneously to the basal infusion 
rate. 

Tucker fails to teach the working fluid for the bolus infusion. 

Sancoff teaches a method comprising: wherein the providing a temporary bolus 
infusion rate comprises manually applying pressure (figure 2) to a working fluid 
contained in an actuator (10) associated with an implantable pharmaceutical fluid 
delivery device (5), wherein the implantable pharmaceutical fluid delivery device 
comprises a first fluid reservoir (27) and a second fluid reservoir (17), thereby causing a 
flow of the working fluid into the first fluid reservoir (figure 2 with respect to figure 1 ); 
delivering to the treatment area a first dosage of pharmaceutical fluid (20) from the 
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second fluid reservoir by transferring pressure from the working fluid in the first reservoir 
to the pharmaceutical fluid in the second reservoir (abstract), wherein the working fluid 
(gas) and the pharmaceutical fluid (20) are different fluids; comprising drawing working 
fluid from the first fluid reservoir into the actuator, causes a filling of the second fluid 
reservoir (17) with pharmaceutical fluid (20), wherein the delivering to the treatment 
area a first dosage comprises drawing the working fluid (gas) into the actuator from the 
first fluid reservoir thereby causing pharmaceutical fluid to be expelled from the second 
fluid reservoir wherein the actuator is selected from the group consisting of a 
compressible button and a bulb (60), driving infusate from the main reservoir is 
performed by an elastomeric diaphragm (25); wherein the secondary reservoir is 
adapted to hold a maximum fluid volume that is greater than a maximum fluid volume of 
the working fluid reservoir (see figure 2). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the method of Tucker with the bolus delivery method of 
Sancoff, since the working fluid of Sancoff provides for a very controlled delivery rate. 
Further it would have been obvious to one having ordinary skill in the art at the time the 
invention was made to incorporate piston and cylinder devices into the fluid reservoirs 
as these are well-known features in the art (see for example U.S. Patent No. 6,736,795 
to Michel). 



Allowable Subject Matter 

7. Claims 49 and 52-54 are allowed. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aarti Bhatia whose telephone number is (571) 270- 
5033. The examiner can normally be reached on Monday-Thursday 8:00am - 6:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on (571) 272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is (571) 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at (866) 217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call (800) 786-9199 (IN USA OR CANADA) or (571) 272-1000. 

/Aarti Bhatia/ 
Examiner, Art Unit 3763 



/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



